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PRESENTATION AGENDA 


• PREVIOUS STUDIES COMPLETED in 2004 


• ACTIVE STUDIES 

• PLANS FOR THE FUTURE 
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STUDIES COMPLETED THIS YEAR 
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ALL MONITORING TIMELINES HAVE BEEN MET FOR THE BELOW PROJECTS: 
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PHM009 - K6 Short Term Study 

• Start - September 2003 Stop - April 2004 

• Follow/up closeout letter to be sent 10/25/04 to site — 

PHMOlO - MARLOl Short Term Study 

• Start - February 2004 Stop - May 2004 

PHMOll-MARL02 Long Term Study 

• Start - October 2003 Stop - June 2004 

• Follow/up closeout letter pending MDS final report submission to IRB (late October) 

PHM012 - K6 Extension Study 

• Start-April 2004 Stop - October 2004 

• Follow/up closeout letter pending MDS final report submission to IRB (December) 









What have we learned??? 
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ACTIVE STUDY 


PHM013 TES Study 
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• Start - October 2004 Stop - Estimated February 2005 

•21 sites - 7 CRAs - 3 sites each 

• Investigator meeting held October 8, 2004 

• Initiation visits to begin in early November 200X^'^ 

• One interim monitoring visit per site 

• Closeout visits to be occur in January 2005 
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